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(54) Connector system for sterile connection 

(57) A connector system for sterile connection In- 
cludes a mate type patient side connector (1 ) having a 
tube connecting portion al a rear end portion thereof, a 
protective cap (2) for the patient side connector, an inner 
cap (3) held in the protective cap and including a ring- 
shaped portion that supports a dislntectant-impregnat' 
ed member therein, and a female type circuit side con- 
nector (4) including an outer cylinder and an inner cyl- 
inder tixed at one end of the outer cylinder, where the 
inner cylinder Includes an intemat end portion located 
inside the outer cylinder and an external end portion ex- 



posed outside the outer cylinder When the protective 
cap is fitted with the patient side connector, the disin- 
fectant-impregnated member contacts with the patient 
side connector. When the protective cap is removed 
therefrom, the Inner cap becomes retained in the patient 
side connector. When such a patient side connector is 
connected with the circuit side connector, the internal 
end portion of the inner cylinder penetrates through the 
distnfectant'BTipregnated member ar^ a septum. When 
the connection is released, the inner cap Is detached 
from the patient side connector. 
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Description 

[0001] The present Invention relates to a connector 
systein 1or connecting a patient side transfer tube (ex- 
tension tube) with a container of dialysis solution when 
a dialysis solution for peritoneai dialysis Is exchanged. 
Mora particularty, the present invention relates to a con- 
nector system for sterile connection provided with a 
function of securely disinfecting a connecting portion 
wfth a simple operation when the connecting and de- 
ta:hing are repeated. 

[0002] Peritoneal dialysis is a medical treatment 
method In which a dialysis solution Is stored m a pa- 
tienf s abdominal cavity by way of a peritoneal catheter 
that is Implanted surgically in the patienrs abdominal 
cavity beforehand, so that impurities accumulated in the 
body are filtered using capillary vessels In the peritone- 
um. The patient undertakes dally activities while a trans- 
fer tube (extension lube) , which Is used continuously (or 
a hall year, is connected to the end of the catheter. Then 
the patient himself connects a bag containing a dialysis 
solution with a front end of the transfer tube four times 
per day to exchange the dialysis solution in the abdom* 
inal cavity. 

[0003] The most serious problem to be addressed for 
carrying out the peritoneal dialysis is baderfa in the arr 
or attached to the skin mistakenly entering into the at>- 
dominal cavity during the operatton of exchanging the 
dialysis solution as required four times per day. II bac- 
teria enter Into the abdominal cavity, these bacteria 
cause inflammation of the perttoneum to develop peri- 
tonitis. As a result, for treating the perttonttis, the cath- 
eter might be extraaed in bad cases, which leads to a 
situation Incapable of continuing the peritoneal cSatysis. 
Furthermore, the peritonitis repeated for a long term de- 
grades the function of a peritoneum, and as a result suf- 
ficient efficiencies of the dialysis cannot be obtained, or 
the patient might suffer from sclerosing encapsulating 
peritonitis (SEP) that is intractable and leads to bad 
prognosis, including possible death. 
[0004] Thus, in the peritoneal dialysis, It is important, 
when the dialysis solution Is exchanged, to reduce the 
contamination by bacteria of a connector that connects 
a transfer tube and a container of dialysis solution. Con- 
ventionally, products for connecting tubes by mefdng 
wRh a healed copper plate or tor disinfecting a connect- 
ing portion with uRraviotet rays are available commer- 
cially for preventing the contamination by bacteria. How- 
ever, since these products necessarily require units 
dedicated to the products, a patient always has to carry 
the unit. Moreover, in the event of problems with the unit, 
serious problems might occur. 

[0005] Meanwhile, In connection methods that do not 
use such units, a male and female screw type connector 
. stai is utilized. In these methods, since a channel for the 
dialysis solution necessarily beoomes'open in the com 
necting operation, it is virtually impossible to prevent the 
contamination by bacteria. 



[0006] As for connecting members that do not require 
units and can prevent the contamination by bacteria, 
various stnjctures have been examined until now. Ex- 
mpies of those ideas are a structure using a septum, 

5 which is pushed open to realize the fitting for connection, 
a stnjcture where a lid member is opened and closed 
automatically when connectors are fitted, and a strtjc- 
ture where fitting is realized by breaking a film covering 
a connecting portion. 

10 [0007] However, all of those Structures have problems 
in that their nnechanism becomes conr^licated. their size 
becomes large andthe required hjnctions cannot be ob- 
tained sufficiently, and therefore none of them have 
been put into practical use. 

15 [0008] Therefore, with the foregoing In mind, it is an 
obiect of the present invention to provide a connector 
system for sterile oonnectton that enables connection 
with a simple operation for avoiding the contamination 
by I5acieria, without sutjslantlally Increasing the size of 

20 the conventional connectors. 

[0009] The connector system for sterile connection of 
the present invention includes: a male type patient side 
connector including a tube connecting portion at a rear 
end portion thereof ; a protective cap having a substan- 

25 tially cylindrical shape with a closed first end and t>elng 
capable of connecting and disconnecting with/from a 
frontend 3k4e of thepatient side connector; an inner cap 
including a ring-shaped portion that supports a dislnfect- 
£fftt-lnnpregnated member theiein. the inner cap being 

30 retained inside the protecthre cap in an initial state; and 
a female type circuit aide connector having a double- 
cylinder structure in which an Inner cylinder Is fixed at 
one end portion of an outer cylinder, the inner cylinder 
including an Internal end portion located inside the outer 

35 cylinder and an external end portion exposed outside 
the outer cylinder. The external end portion of the inner 
cylinder of the circwt side connector is capable of con- 
necting with a front end of a circuit in a container of di- 
alysis solution, and a channel for solution is connected 

40 by fitting the outer cylinder of the circuit side connector 
with the patient side connector When the protective cap 
is fitted with the patient side connector, the inner cap 
assumes a state of being retained at the front er>d side 
of the patient side connector. When the protective cap 

49 Is removed from the patient side connector, the inner 
cap is detached from the protective cap because of a 
retaining force at the front end side of the patient side 
connector. When the patient side connector wfth the in- 
ner cap retained at the front end thereof Is connected 

50 with the circuit skle connector, the Internal end portion 
of the Inner cylinder penetrates through the disinfectant- 
impregnated member in the inner cap, so that the chan- 
nel is opened. When the connection between the patient 
side connector and the circuit side connector Is re- 

55 leased, the Inner cap is retained inside the circuit side 
connector and is detached from the front end of the pa- 
tient side connector. 

[0010] With this configuration, the front end portion of 
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tha patient side connector continues to be disinfected 
by t^e disinfectant-impregnated member in the inner 
cap. In addition, when connecting with the circuit side 
connector, the Inner cylinder of the circuit sicte connector 
also is disinfected by the disinfectant-impregnated 
member, so that bacteria do not intrude into the channel 
Furthermore, every tinne the dialysis solution is ex- 
changed, the inner cap is exchanged automatically into 
a new one, and therefore this system always is disin- 
fected by a new dislntectant-impregnaled member with- 
out a compiicated procedure. 
[001 1] Preferably, the patient side connector includes 
a septum member at a front end portion thereof for pro- 
tecting the channel, and when the patient side connector 
with the inner cap retained at the front end thereof ts 
connected with the circuit side connector, the tntamal 
end portion of the inner cyHndsr perketrates through the 
disinfectani-lmpregnated member in the inner cap and 
the septum member of the patient side connector, so 
that the channel is opened. 

[0012] Preferably, the Inner cap Includes a plurality of 
engaging legs extending from an outer edge portion of 
the ring-shaped portion in a direction along an axis of 
the ring. An engaging convex^ is formed at a front end 
of each of the engaging legs so as to protrude inward. 
Engaging concavities are formed on an outer surface of 
the front end portion of the patient side connector so as 
to allow engagement with the engaging convexities 
fomried at the engaging legs of the inner cap. An inner 
cap retaining portion is formed on an inner wall inside 
the protecth/e cap, where a retaining force exerted by 
the engagement between the engaging convexity of the 
inner cap and the engaging concavity of the patient side 
connector is larger than a force exerted by the inner cap 
retaining portion of the protective cap to retain the Inner 
cap. When the protecthre cap with the innercap retained 
therein is fitted with the patient side connector, the er>* 
gaging convexities of the Inner cap engage with the en- 
gaging concavities of the patient side connector, and 
when the protective cap is removed from the patient side 
connector, the retaining of the inner cap by the innercap 
retaining portion of the protective cap is released due to 
the retaining of the inner cap at the engaging concavities 
of the patient side connector, so triat the inner cap Is 
detached from the protective cap while being fitted with 
the front end of the patient side connector. 
[0013] In the at>ove configuration, preferably, on the 
outer surface of the patient side connector, a circumfer- 
ential step portion extending in a circumferential direc- 
tion b formed so that a diameter at the front end side of 
the patient side connector is smaiterthan that at a base 
end side, and a guide groove is formed so as to extend 
from the circumferential step portion toward the base 
end. The guide groove Includes an incfined portion that 
IS inclined with respect to an axis of the patient side con- 
nector On the Inner wall close to an opening end portion 
of the protective cap, a guide protrusion is formed, and 
on the Inner wall and extending toward the closed end 



side of the protecthre cap, a rotation blocking step por- 
tion is formed, the rotation blocking etep portion being 
capable of contacting with the engaging legs of the inner 
cap 80 as to block a rotational action of the Inner cap. 

5 Vtfhen the patient side connector is oiserted into an 
opening o1 the protective cap with the guide protrusion 
of the protective cap facing tha guide groove of the pa- 
tient side connector, and then the protecthre cap and the 
patient skje connector are rotated while being urged ax- 

10 ially toward each other, the guide protrusion slides ak>ng 
the guide groove, so that the patient side connector is 
pulled into an inside of the protective cap by a driving 
force resulting fn>m a screw action by the inclined por- 
tion of the guide groove, and the engaging convexities 

IS of the inner cap, whose rotation is blocked by the rota- 
tion blocking step ponion. engage with the engaging 
concavities of the patient side connector. 
[0014] In the above configuration, preferably, the {pa- 
tient sMe connector includes a blocking wall at the front 

so end portion thereof, which is capable of contacting with 
a side face portion of the engaging leg of the Inner cap 
when the inner cap is fitted thereto. The outer cylinder 
of the circuit side connector Includes: a guide protrusron 
fonmed on an inner wall close to an open end portion 

?5 thereof, the guide protrusion being fonned to corre- 
spond k> the guide protrusion of the protective cap; a 
guide step portion including an inclined portion that is 
inclined with respect to an axis of the circuit side con- 
nector: and an inner cap retaining portion formed at an 

30 inside of the connector and being capat)le of retaining 
the innercap. When the patient skje connector with the 
inner cap retained therein Is inserted into the opening of 
the circuit side connector with the gukle protrusion of 
the outer cylinder facing the guide groove of the patient 

35 Bkio connector, and then the circuit side connector and 
the patient side connector are rotated while being urged 
axially toward each other, the guide protrusk>n sikles 
ak>ng the guide groove, so that the patient side connec- 
tor is pulled into the inside of the circuit side connector 

40 by a driving force resulting from a screw action t>y the 
tr)clined portion of the gukie groove. At the same time 
the front ends of the engaging legs of the inner cap slide 
along the inclined portion of the guide step portk>n of the 
ctrcuil side connector while rotation of the inner cap is 

45 bkx:Ked by the blocking wall of the patient side connec- 
tor, so that a force in the axis direction acts on the inner 
cap so as to separate the inner cap from the patient side 
connector, resulting in the release of the engagement 
between the innercap and the patient side connector, 

so and the inner cap assumes a state of being retained by 
the Inner cap retaining portion of the outer cylinder. The 
two guide protrusions (i.e., of the patient skle connector 
and of the protecth/e cap) are formed so that they will 
act in the same manner and peifomi a similar function. 

55 [0015] In the above configuration, preferably, the in- 
ner cap retaining ponton of the circuit side connector is 
configured with a horizontal step portion provided at the 
innermost of the guide step portion. When the front ends 
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of the engaging legs of the inner cap contact wrth ttie 
horizontal step portion, the inner cap Is prevented from 
moving in the axis direction toward the opening of the 
outer cyltnder so as to be retained \f\ the ciicuit side con- 
nector. 

[0016] In the above configuration, preferably, the in- 
ner cap retaining portion of the circuit side connector is 
configured by setting the dimensions of constituting el- 
ements so that at least portions of the Inner waD of the 
inside of the outer cylinder contact with an outer circum- 
ferential surface of the ring-shaped portion of the inner 
cap or so that at least portions of the outer wall of the 
internal end portion of the inner cylinder contact with an 
inner circumferential surface of the ring-shaped portion 
of Ihe Inner cap, whereby the inner cap is retained by 
the thus generated frictJonat force. 
[0017] In the above conflgutBtlon, preferably, the in- 
ner cap retaining portion of the protective cap Is config- 
ured with a convex stripe formed on the inner wall of the 
Inside of the protective cap, and the convex stripe con- 
tacts with an outer circumferential surface of the ring- 
shaped portion of the Inner cap» so that the inner cap is 
retained by the thus generated frictional force. 
[0018] In the above configuration, preferably, on the 
outer surface of the front end portion of the patient side 
connector, a convex stripe is formed so as to extend in 
the Bxts direction to a portion dose to a joining portion 
between the guide groove and the circumtarantlat direc-. 
tion step portion, and when the protective cap or the cir- 
cuit side connector Is combined with the patient side 
connector, the convex stripe guides the guide protrusion 
of each of the protective cap and the circuit side con- 
nector to the guide groove. 

[0019] The circuit side connector used in the above 
connector system for sterile connection includes a dou- 
ble-cylinder structure In which an inner cylinder is fixed 
at one end portion of an outer cylinder. The Inner cylin- 
der includes an internal end portion located inside the 
outer cylinder and an external end portion exposed out- 
side the outer cylinder. 

[0020] The protective cap assembled riwmber used 
in the above connector system for sterile connection in- 
dudes: the protective cap having a substantially cylin- 
drteai shape whose one end Is closed; and the inner cap 
retained at an Inside of the protective cap and Including 
a ring-shaped portion with a disinfeciani-impregnated 
member supported therein. On an Inner wall of the in- 
side of the protedlvecap, an inner cap retaining portion 
tor retaining the inner cap is fonmed. The inner cap in- 
cludes a plurality of engaging tegs extending from an 
outer edge portion of the ring-shaped portion in a direc- 
tion along an axis of ihe ring, and an engaging convexity 
is formed at each of the engaging legs so as to protrude 
Inward. The inner cap is retained by the Inner cap re- 
taining portion so that the front ends of the engaging 
legs are directed toward an opening of the protecthre 
cap. 

[0021] The patient side connector used in the above 



connector system for sterile connection indudes engag- 
ing concavities fomed on an outer surface of the front 
end portion thereof so as to allow engagement with the 
engaging convexities fonmed at the engaging legs of the 
5 inner cap. 

Rgs. lAto 1G are front cross-sectional views show- 
ing each element constituting a connector system 
for sterile connection according to one emkradiment 

10 of the present invention and their operation. 

Fig. 2 is a perspective view showing a patient side 
connector constituting the connector system for 
sterile connection according to the embodiment of 
the present invention. 

15 Fig. 3 is a front view showing the patient side con- 
nector. 

Fig. 4 Is a cross-sectional view showing a protective 
cap constituting the connector system for sterile 
connection according to the en4>odlment of the 

20 present invention. 

Fig, 5A is a perspective view showing an Inner cap 
constituting the connector system for sterile con- 
nection. Fig. 56 is a plan view of Ihe same and Fig. 
5C is a cross-sectional wew of the same. 

25 Fig. 6 is a cross-sectionaJ view showing a circuit 
side connector constituting the connector system 
for sterile connection. 

Fig. 7 is a cross-sectional view of the drcuit eide 
connector in perspective. 

30 Figs. 8A to &B are cross-sectional views illustrating 
the operation of fitting the protective cap with the 
patient side connector, which constitute the connec- 
tor system for sterile connection according to the 
embodiment of the present invention. 

35 Figs. 9A to 9E are cross-sectional views Illustrating 
the operation of connecting the patient side connec- 
tor cmd the circuit side connector according to the 
same. 

40 [0022] T>ie foOowing describes a configuration of a 
connector system for sterile connection aocordii^ to 
one embodiment of the present invention, with refer- 
ence to Figs. 1 to 7. As indicated by an exploded view 
of Fig. 1 A, this connector system for sterile connection 

43 indudes a patient side connector 1 , a protective cap 2, 
an inner cap 3 and a circuit side connector 4. 
[0023] The patient side connedor 1 1s connected to a 
front end of an extension iut>e 5a that leads to a perito- 
neal catheter implanted in a patient's abdominal cavity. 

so The drcuit side connector 4 is connected to an exten- 
sion tube 5b as a front end of a circuit In a container of 
dialysis solution, such as a twin bag. BF and APO. The 
inner cap 3 initially is supplied in a state of being sup- 
ported In the protective cap 2, as shown on the right side 

55 of Fig. 1 B. The inner cap 3 is equipped with a dlslnf ect- 
ant-innpregnated member, such as a disinfecting 
sponge impregnated with a disinfectant, which will be 
described later. The outline of a function of each element 
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constituting this connector system for sterile connection 
will be descrbed below, with reference to Figs. 1 B to 1 G. 
[0024] The patient side connector 1 Is connected to 
the from end of the extension tube 5e. which is used 
during a long temn use for a half year. The protective cap 
2 is fitted with the patient side connector 1 always during 
daily activities for pmtecting the from end of the connec- 
tor. For this purpose, as shown In Fig. 1 B, the protective 
cap 2 that supports a newly-prepared inner cap 3 therein 
is opposed to the patient side connector 1 , and they are 
fitted with each other as shown in Fig. 1 C. In this state, 
the disinfectant-impregnated member provided in the in- 
ner cap 3 contacts with an end (ace of the patient side 
connector 1 so as to perform a cfisinfecting function. 
[0025] When a dialysis solution is exchar>ged. firstly, 
the protective cap 2 is removed from the patient side 
connector 1. In this removal operation, the Inner cap 3 
ts transferred frofn the protective cap 2 to the patient 
side connector 1 as shown in Fig. 1 D. In this exchanging 
operation of the dialysis solution, as shown In Fig. 1 E, 
the circuit sido connector 4.is opposed to the patient side 
connector 1 and, as shown In Fig. IF, is connected with 
the patient side connector 1 , thus forming a channel 
leading from the twin bag or the like to the patient's ab- 
dominal cavity. When the dialysis solution has boon ox- 
changed, as shown in Fig. 1 G, the connection between 
the patient side con nector 1 and the circuit side connec- 
tor 4 is released. Then, the inner cap 3 finally ts trans- 
ferred to the circuit side connector 4 in accordance with 
the operation that wiB be described later, and is discard- 
ed together with the circuit side connector 4. 
[0026] Each of the above constituting elements will be 
described below in detail. The patient side connector 1 , 
as shown In Rgs. 2 artd 3, includes a substantially cy- 
lindrical-shaped main body 10 made of resin, a septum 
supporting member 11 nnade of resin, which is fitted to 
a front end of the main body 10, and an O ring 101. At 
a base end (rear end) of the main t>ody 10, a lube- 
shaped tube connecting portion 1 2 is formed for the con- 
nection with the extension tube (not illustrated). On ei- 
ther side of the ti^e con necting portion 1 2 , a knob 1 02 
is provided lor supporting fimily when the patient side 
connector 1 is rotated. 

[0027] Inside the main body 10, a channel is formed 
so as to penetrate from its from end lo the iiJt>e connect- 
ing portton 1 2. On an outer su rf ace the central pottlon 
of the main body 1 0, a guide groove 13 is formed. Apatr 
of the gukje grooves 13 is provided symmetrically with 
respect to the axis of the main body 10. and one of the 
guide grooves 1 3 is located on the reverse side of Fig. 
2. The pair of guide grooves 13 Is not necesserfly re- 
quired, and only one guide groove may function suffi- 
ciently. The guide groove 13 includes an axis direction 
portion 13a extending in the axis cfirection of the main 
body 10, an inclined portion 13b thai is inclined and a 
circumferential portion 13c extending along the clreunv 
ferentlal direction. The axis direction portion 13a on the 
front end side ends with a step portion 14 fonmed on the 



outer suriace of the main body 10. The step poitton 14 
is formed in the circumferentiai direction so that an outer 
diameter of the main body 1 0 at the front end side be- 
comes smaller than at the base end side. 

5 [0028] On tt>e outer surface of a front end portion of 
the main body 10, an engaging concavity 15 is formed. 
The engaging concavity 15 is provkjed tor supporting 
the inner cap 3 as indicated by alternate long and short 
dash lines in Fig. 3. This sUitcture will be further de- 

10 scribed later. The septum supporting memt>er 11 has a 
fitting hole 1 6, and the septum supporting member 11 is 
fixed to the main body 10 by the fitting between this fa- 
ting hole 16 and a protrusion 17 provkled on the main 
body 10. At a central portion of the septum supporting 
member 1 1 , a septum memk>er such as a rubber septum 
(member with a silt) 18 Is provided so as to protect the 
channel and ensure liquid-tightness. On a skie surface 
of the septum supporting member 1 1 and a side surface 
of the front end portion of the main body 10, blocldng 

20 walls 19a and 19b respectively are formed. A convex 
stripe 19c is provided for guiding a guide protrusion 21 , 
eto., fonnned on an inner wall of the protective cap 2, 
which will be described later, to the axis direction portion 
13a of the guide groove 13. Note here that the septum 

^5 18 is effective for ensuring liquid-tightness in the con- 
necting state with the circuit side connector 4. but this 
element is not essential. Therefore, the Ikiuid-tight seal 
may be ensured by other methods. In such cases, since 
the septum supporting member 11 is not used, the 

30 bkx^king walls I9a, I9b and the convex stripe 19c are 
formed directly on the main body 10. 
p)029] The protective cap 2 may be made of resin 
and, as shown in Rg. 4, has a hollow structure with a 
substantially cylindrical shape whose front end is 

35 ck>sed. On an inner wall close to an opening 20 of the 
protective cap 2, a guide protnjsion 21 is foniied and 
located on a projected portion 22 that projects like a rec- 
tangular island. A rotation-blocking step portion 22a is 
formed with an edge of the projected portion 22 along 

40 the axis direction. Although a pair of the guide protru- 
sions 21 and a pair of the projected portions 22 are pro- 
vided symmetrk:ally. only one of them is illustrated in this 
drawing. On an inner c^cumferential surface of the 
closed end of the protective cap 2, a convex stripe 23 is 

4S formed. At this portion, the inner cap 3 is placed as in- 
dicated by the alternate long and short dash lines, and 
the inner cap 3 is supported by frictionai engagement 
between the outer circumferential surface of a ring- 
shaped portk>n 30 (Fig. 5) of the Inner cap 3 and the 

90 convex str^ 23. By inserting the patient side connector 
1 into the opening 20, the protective cap 2 is fitted with 
the front end of the patient skie connector 1 . in this op- 
eratlof). the guide protrusion 21 engages wHh the guide 
groove 13 in the patient side connector 1 . and a mutual 

S5 posftional relattonship between the protective cap 2 and 
the patient skie connector 1 is guided by the engage- 
ment, so that the fitting is conducted. This operatk>n will 
be described later. 
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[0030] The inner cap 3 may be made of resin and, as 
shown in Fig. 5A-C, includes the ring-shaped portton 30 
and two engaging legs 31 . Inside the ring-shaped por- 
tion 30, a disinfecting sponge 3Z is installed. Inside the 
ring-shaped portion 30, inward protrusions 30a and 30b 
are fonned at plural portions. The inward protrusions 
30a are anranged at an upper end in the axis direction, 
whereas the inward protrusions 30b are an^ged at a 
lower end in the axis direction. Between the inward pro- 
trusions 30a and 30b, the disinfecting sponge 32 Is sup- 
ported. A straight-line or cross-shaped slit (not Illustrat- 
ed) may be provided in the disinfecting sponge 32 so 
that an Internal end portion 41b of the circuit side con- 
nector 4, which will be described later, can penetrate 
therethrough, and the disinfecting sponge 32 is Impreg- 
nated with a disinfectant such as Isodine. The engaging 
tegs 31 protrude oiMward in the radial direction from the 
outer circumferential surface of the ring-shapad portion 
30. At a front end of each of the engaging legs 31 , an 
engaging convexity 33 Is fonmed so as to protrude ir>- 
ward. /Vs previously deserted, the Inner cap 3 Initially 
is held in the protective cap 2 as shown In F^. 4. When 
the protective cap 2 is fitted with the patient aide con- 
nector 1, the engaging convexity 33 of the Inner cap 3 
engages with the engaging convexity 15 of the patient 
side connector 1 . Thereby, the inner cap 3 is retained 
on the septum supporting mender 11 . 
[0031] As stated above, the inner cap 3 is retained In 
the protective cap 2 by the friction engagement with the 
convex stripe 23 in the protective cap 2. Also, the inner 
cap 3 Is retained on the patient side connector 1 by the 
engagement between the engaging concavity 15 of the 
patient side connector 1 and the engaging convexity 33 
of the Innm-cap 3. These modes for retaining the inner 
cap 3 are set so that the retaining force by the fricfion 
engagement in the protective cap 2 becomes smaller 
then the retaining force on the patient side connector 1 . 
[0032] Figs. 6 and 7 show the stnjcture of the drcuR 
side connector 4. As shown in Fig. 6, the circuit side 
connector 4 has a double-cylinder structure made of 
resin, in which an inner cylinder 41 is fixed at one end 
portion of an outer cylinder 40. Note here that Fig. 7 
omits the inner cylinder 41 . The outer cylinder 40 Is open 
at a lower end In this drawing to constitute a front end 
-portion of the circuit side connector 4. The Inner cylinder 
41 includes an external end portion 41a exposed out- 
side the outer cylinder 40 and the internal end portion 
41b located inside the outer cylinder 40. TTie external 
end portion 41a is to be connected with a tube as the 
front end of the circuit In.the container of dialysis solu- 
tion. Whan connecting the circuit side connector 4 and 
the patient side connector 1 , the Internal end portion 41 b 
pushes and expands the slit in the disinfecting sponge 
32 in the inner cap 3 fitted with the patient side connector 
1 and the slit In the rubber septum 18 supported by the 
septurn supporting merrtoer 11 so as to penetrate 
through the patient side connector i . whereby the char»- 
nel is opened. 



[0033] On an inner w«JJ of the opening end portion (the 
lower end portion in the drawings) of the outer cylinder 
40, a guide protnision 42 is formed in the same manner 
as the guide protmsion 21 fomied in the prolecth/c cs^ 

5 2. ASso on the inner wail of the outer cylinder 40, a guide 
step portion 43 is fomned so as to extend from the lower 
end portion tothe centiai portion. The guide step portion 
43 includes, as clearly illustrated in Fig. 7, clearance 
step portions 43a and 43b, an Inclined step portion 43c 

10 and a horizontal step portion 43d, whose shapes and 
arrangement are set suitaWy for their functions that will 
be described later. 

[0034] The horizontal step portion 43d functions as 
means for retaining the inner cap 3 at an inside (an up- 

r5 per end portion in these drawings) of the outer cylinder 
40. That is, when the Inner cap 3 is pushed into the In- 
side of the outer cylinder 40 and the front ends of the 
engaging legs 31 contact wtth the horizontal step portion 
43d, the inner cap 3 is retained there. The operation for 

20 the same will be described later AlterneUh^ely, another 
retaining means may be configured so that at least por- 
tions of an inner wall 45 of the inside of the outer cylinder 
40 contact with an outer clrcunnferential surface of the 
itng-ehaped portion 30 of the inner cap 3, whereby the 

2$ inner cap 3 is retained by the thus gerverated fricttonal 
force. For such function, inward protrusions fomiod at 
plural portiofts on the inner wall 45 of the inside are ef- 
fective. Alternatively, a plurality of outward protrusions 
4B may be provided on an outer wall of the internal end 

30 portion 41 b of the inner cylinder 41 so as lo contact with 
an inner circumferential surface of the ring-shaped por- 
tion 30 of the inner cap 3. whereby the inner cap 3 is 
retained by the thus generated fractional force. 
[0035] In a state before use, a brealcable film (not II- 

35 luslrated) is provided at the trent end portion of the outer 
cylinder 40 of the circuit side connector 4 for protecting 
the inner cylinder and the channel in the cirtsuit side con- 
nector 4 until immediately before use. At a rear end por- 
tion of the outer cylinder 40. operating knobs 44 are 

40 formed along the external end portion 41a of the inner 
cytinder4l. 

[0036] Next, the operation of the connector system for 
sterile connection having the above configuration will be 
described below. Note here that the specification and 

<5 claims may refer to rotation or other movement of a par- 
ticular element for a simpler description, but that U 
should be understood that this Is defining relative move- 
ment between the elements, and that either one of the 
elements can be moved and either one fixed, or both 

so moved, to accomplish the releUive movement 

[0037) Firstly, the operation for fitting the protective 
cap 2 with the patient side conrtector 1 wiB bo described, 
with reference to Rg. 8. Figs. 8A to BD illustrate each 
state during an operation In which the patient side con- 

55 nector 1 is rotated while the proteclhre cap 2 is fixed. 
The protective cap 2 is illustrated In a state rotated 
around the axis by 90* from the state shown in Fig. 4. 
The patient side connector 1 of Fig. 8A is In a state ro- 
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tatod around tha axis by 90" clockwise from the angle 
shown in Rg. 3. From this state, by rotatinQ the patient 
side connector 1 clockwise by 90** when viewed from 
the left skle. the state of Fig. 8D is obtained. Fig. BE 
shows a state where the protective cap Z is rotated by 
90* from the state shown in Fig. 8D. 
[0038] To begin wtlh» as shown in Rg. 8 A. a newly- 
prepared protectivo cap 3 that retains an Inner cap 3 
therein is opposed to the patient side connector 1 , and 
then as shown in Fig. 8B, the patient side connector 1 
is inserted into the protective cap 2. During this opera- 
tion, the guide protrusk>n 21 fomned on the inner wbU of 
the protective cap 2 contacts with the step portion 1 4 on 
the outer surface of the patient side connector 1 (See 
Figs. 2 to 4). By rotating the protective cap 2 relative to 
the patient side connector 1 . the guide protrusion 21 
contacts with the convex strqae 19c, so that the guide 
protnislon 21 faces a portion of the axis directton poition 
13a or the guide groove 13. With this operation, the pa- 
tient side connector 1 becomes capable of being insert- 
ed further Into the protective cap 2. From this position, 
the patient side connector 1 Is pushed Inside, and as 
shown In Fig. 8C, the patient side connector 1 further is 
rotated clockwise. That is. tha operation Is corKlucted 
so that the guide protrusk)n 21 slides along the Inclined 
portion 13b of the guide groove 13. With this operation, 
by a screw action through the engagement between the 
guide protrusion 21 and the guide groove 1 3, the patient 
side connector 1 is pulled into the innenmost of the pro- 
tective cap 2. By rotating further, the guide protrusion 
21 enters into the ^rcumterential portion 1 3c. As a re- 
sult, by the engagement of the guWe protruston 21 and 
the circumferential portion 1 3c, the protective cap 2 and 
the patient side connector 1 are combined so as not to 
separate from each other In the axis dlrectk>n. 
(0039] During this operation, the front end portion of 
the patient sWe connector 1 pushes the engaging legs 
31 of the inner cap 3 outward. The Inner cap 3 is pre- 
vented from rotating because the engaging legs 31 are 
blocked by the rotation-blocking step portion 22a of the 
protective cap 2, so that the engaging convexities 33 of 
the engaging legs 31 slide on the outer circumferential 
surface of the front end portion of the patient side con- 
nector 1 . Rnaliy, as shown in Fig. 8D. the engaging con- 
vexities 33 engage with the engaging concavities 15 of 
the patient side connector 1 . !n this stale, the disinfect- 
ing sponge 32 In the inner cap 3 continues to disinfect 
the septum 18 at the front end of the patient side con- 
nector 1 while a patleni engages in daily acth^fties. In 
addition, since the inner circumferential surface of the 
open end of the protective cap 2 contacts with the O ring 
101 , the liquid-tightness Inside the protective cap 2 can 
be maintained and the front end of the patient side con- 
nector 1 can be protected from the air. 
[0040] Next, the operation for renYovi ng the protective 
cap 2 from the state shown in Fig. 8D to exchange the 
dialysis solution will be described bek>w. By rotating the 
protective cap 2 opposite to the direction for the fitting. 



the inner cap 3 rotates with respect to the protective cap 
2 together with the patient side connector 1 by the re- 
taining due to the engagement between the engaging 
convexities 33 and the engaging concavities 15 of the 

5 patient side connector 1 . With this rotatton, the guide 
protrusion 21 of the protective cap 2 slides along the 
guide groove 1 3 antl reaches a junction between the ax- 
is direction portion 13a and the step portion 14. From 
this state, by separating the patient side conr^ector 1 

10 from the protective cap 2 In tha axis direction, the patient 
side connector 1 Is removed from the protective cap 2 
while the inner cap 3 is fitted with the front end of the 
patient side connector 1 so as to assume a stale shown 
In Fig. 8E. 

IS [0041 ] Next, the operatk>n tor connecting the patient 
skle connector 1 and the circuit side connector 4 will be 
described below, with reference to Rg. 9. Rgs. 9A to 9D 
yiustrate each state during an operation in whteh the cir- 
cuit side connector 4 is rotated while the patient side 

so connector 1 is Fixed. The patient skie connector 1 is il- 
lustrated in the same angle as in Rg. 8E. Thecircuit side 
connector 4 of Rg. 9A is illustrated in the angle of Fig. 
6. By rotating the circuit aide connector 4 by 90* ooun- 
terck>ckwi&e when viewed from the patient side connec- 

2S tor 1 side, the state of Rg. 9D is otTtained. Fig. 9E illus- 
trates a state where the patient skie connector 1 is ro- 
tated by 90* from the state shown in Rg. 9D. 
[OOi^] Rrstly, as shown in Fig. 9A, the patient sWe 
connector 1 and the circuit side connector 4 are op- 

^ posed to each other in this slate, the inner cap 3 is fitted 
with the front end of the patient skie connector 1 . Next, 
as shown in Rg. 9B, the patient side connector 1 is in* 
serted Into the circuit side connector 4. In this operation, 
the guide protrusion 42 fomned on the Inner wall of the 

33 circuit side connector 4 contacts with the step portk>n 
14 on the outer surf^ of the patient side connector l . 
The cincuit side connector 4 is rotated properly so that 
the gukie protrusion 42 faces a position on a junctton 
between the axis direction portion 13a of the guide 

40 ' groove 13 and the step portion 14. whereby the patient 
side connector 1 becomes capable of being inserted fur- 
ther Into the circuit side connector 4. In this state, the 
engaging legs 31 of the inner cap 3 are tocated on the 
right skie of the clearance step portions 43a and 43b 
shown in Fig. 7. Therefore, when the patient side con- 
nector 1 further is Inserted, the engaging legs 31 are 
located to escape from tha guide step port ton 43. 
[0043] In order to insert the patient side conneaor 1 
into an inside, the patient side connector 1 is pushed 

so inward from this position, while rotating the circuit side 
connector 4 dockwise. With this operation, the guide 
protrusion'42 slides along the inclined portran 1 3b of the 
gukle groove 1 3. According to a scraw action generated 
between the guide protrusion 42 and the guide groove 

55 13. the patient skie connector 1 reaches the inside of 
the circuit side connector 4 as shown in Rg. 9C. By ro- 
tating further, the guide protrusion 42 enters into the cir- 
cumferential portion 13c. 
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[0044] During the process of the guide protrusbn 42 
sliding along the circumferenda) portion 13c, the front 
ends of the engaging legs 31 of the inner cap 3 that is 
fitted with the tront end of the patient side connector 1 
contact with the inclined step portion 43c. By the rota- 
tional force exerted through the contact between the 
side surfaces of the engaging legs 31 and the blocking 
wails 1 9a and 1 9b of the patient side connector 1 , the 
front ends of the engaging legs 31 slide along the in- 
clined siep portion 43c. Theretjy, the inner cap 3 re- 
ceives a force in the axis direction toward an Inside of 
the CBXuit skJe connector 4 from the Inclined step portion 
43c. /Ks a result, as shown In Rg, 9D. the engagement 
t>etween the engaging convexities 33 formed at the front 
ends of the engaging legs 31 of the Inner cap 3 and the 
engaging concavities 1 5 of the patient side connector 1 
la released. Finally, the front ends oT the engaging legs 
31 reach the horizontal step portion 43d, and the Inner 
cap 3 is retained in the circuit side connector 4 in this 
state. That Is to say, when the patient side connector 1 
is rotated countenclockwlse to release the connection 
between the patient side connector 1 and the circuit side 
connector 4, the inner cap 3 » not rotated because the 
engagement t>etween the engaging concavities 15 and 
the engaging convexities 33 has been released. More- 
over, since the front ends of the engaging legs 31 and 
the horizontal step portion 43d are engaged, the inner 
cap 3 does not move in the axis direction so as to be 
detached from the circuit side connector 4. 
[0045] In addition, when the circuit side connector 4 
and the patient side connector 1 are connected as de- 
scribed above, the internal end portion 41b of the inner 
cylinder 41 of the circuit side connector 4 pushes and 
expands ttte slit in the disinfecting sponge 32 in the Inner 
cap 3 fitted with the front end of the patient side oonnec 
tor 1 end the slit in the njbber septum 1 B supported by 
the septum supporting member 11 so as to penetrate 
through the patient side connector 1 , wheretiy the ctiarv 
nel is opened. In this process, the channel Is formed 
while the Inner cylinder 41 is disinfected by the disinfect- 
ing sponge 32. 

[0046] After the draining and tilling of the peritoneal 
dialysis solution have been completed, when the circuit 
side connector 4 is removed, the patient side connector 
1 is rotated counterclockwise. With this operatk)n, the 
engagement between the guide protrusion 42 and the 
goide groove 1 3 is released, and therefore the connec- 
tion between both connectors is released. In this oper- 
ation, as described above, the inner cap 3 is left in the 
circuit side connector 4 (Fig. 9E). 
[0047] After that, by fitting a newly-prepared protec- 
tive cap 2» a new inner cap 3 is fitted with the front end 
of the patient side connector 1 , whereby as stated above 
the front and portion of the patient side connector 1 con- 
tinues to be disinfected until the next exchanging oper- 
' ation of the dialysis solution. 
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1 . A connector system for sterile connectk)n compris- 
ing: 

a male type patient skle connector including a 
tut>e connecting portk>n at a rear erui portion 
thereof: 

a protective cap having a substantially cylindri- 
cal shape with a closed first end and being ca- 
pable of connecting and disconnecting with/ 
from a front end side of the patient side connec- 
tor; 

an inner cap Including a ring-shaped portion 
that supports a disinfectant-impregnated menv 
ber therein, the inner cap being retained inside 
the protective cap In an Initlat state; and 
a female type circuit skie connector having a 
doubte-cylinder structure in whch an inner cyl- 
inder is fixed al one end portion of an outer cyl- 
inder, the inner cylinder Including an internal 
end portion located inside the outer cylinder 
and an extemai end portion exposed outskie 
the outer cylinder, 

wherein the external end portion of the mer 
cylinder of the circuit side connector Is capable of 
connecting with a front end of a circuit in a container 
of diafyslfi solution, and a channel for solution is 
connected by fitting the outer cylinder of the circuit 
side connector with the patient side connector, 

when the protective cap Is fitted with the pa* 
tlent side connector, the inner cap assumes a state 
of being retained at the front end side of the patient 
. side connector, 

when the protective cap is removed from the 
patient side connector, the Inner cap is detached 
from the protective cap because of a retaining force 
at the front end skie of the patient side connector; 

when the patient side connector with the inner 
cap retained at the front end thereof is connected 
with the circuit side connector, the Internal end por- 
tion of the inner cylinder penetrates through the dis- 
infectant-Impregnated number in the irwercap, so 
that the channel is opened, and 

when the connection between the patient side 
connector and the circuit side connector is re- 
leased, the inner cap is retained inside the circuit 
side connector and is detached from the front end 
of the patient skje connector. 

2. The connector syetem for sterile connection ac- 
cording to claim i , 

wherein the patient side connector comprises 
a septum member at a front end portion thereof for 
protecting the channel, and 

when the patient side connector with the inner 
cap retained at the front end thereof is connected 
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with the circuit side connector, the Intemai end por> 
tion of the inner cylinder penetrates through the die- 
Inf ectant'impre^Fiated number in the inner cap and 
the septum ntember of the patient side ccnneclor, 
so that the channel is opened. ^ 

3. The connector system for steriie connection ac- 
cording to dainn 1 , 

wherein the inner cap comprises a plurality of 
engaging legs extending from an outer edge portion io 
of the ring-shaped portion in a direction along an 
axis of the ring, an enga^ng convexity is romied at 
a front end of each of the engaging legs so as to 
protrude inward, engaging concavities ere formed 
on an outer surface of the front end portion of the ^5 
patient side connector so as to allow engagement 
with the engaging convexities formed at the engag- S. 
ing legs of the Inner cap. an inner cap retaining per- 
lion is formed on an inner wall inside the protective 
cap, where a retaining force exerted t>y the engage- ^ 
ment t}etween the engaging convexity of the inner 
cap and the engaging cor^cavity of the patient aide 
connector ie larger than a force exerted by t3t\e Inner 
cap retaining portion of the protecUve cap to retain 
the inner cap, ^ 

when the protective cap with the inner cap re- 
tained therein is fitted with the patient side connec- 
tor, the engaging convexities of the Inner cap en- 
gage with the engaging concavities of the patient 
side connector, and 

when the protective cap is removed from the 
patient side connector the retaining of the inner cap 
by the inner cap retaining portion of the protective 
cap is released due to the retaining of the inner cap 
at the engaging concavities of the patient side con- ^ 
nector, so that the inner cap is detached from the 
protecth^e cap whiie being fitted with the front end 
of the patient side connector. 

4. The connector system for sterRe connection ac- 
cording to daJm 3, 

wherein on the outer surface of ihe patient 
side connector, a ctrcumferentiai step portion ex- 
tending in a circumferential direction is termed so 
that a diameter at ttie front end side of the patient 45 
side connector Is smaller than that at a base end 
side, and a guide groove is formed so as to extend 
from the circumferential step portion toward the 
base end. the guide groove including an inclined 
portion that is inclined with respect to an axis ol the so 
patient side connector. 

on the inner wall close to an opening end por- 
tion of the protective cap. a guide protrusion is 
formed, and on the Inner wan and extending toward 
the closed erxJ side of the protective cap. a rotation 55 
blocking step portion is formed, the rotation block- 
ing step portion being capable of contacrlng with the 6. 
engaging tegs of the Inner cap so as to block a ro- 



tational action of the inner cap, 

when the patient side connector is inserted lr>- 
to an opening of the protecth/e cap with the gukie 
protrusion of the protective cap facing the guide 
groove ol the patient side connector, and then the 
protective cap and the patient side connector are 
rotated while being urged axially toward each other, 
the guide protrusion slides along the guide groove, 
so that the patient side connector is pulled into an 
inside of the protective cap by a driving force result- 
ing from a screw action by the inclined portion of the 
guide groove, and the engaging convexities of the 
Inner cap. whose rotation is blocked by the rotation 
blocking step portion, engage with the engaging 
concavities of the patient side connector. 

The connector system for sterile connection ac- 
cording to claim 4, 

wherein the patient skle connector comprises 
a blocking wall at the front end portion thereof, 
whfeh Is capable of contacting with a side face por- 
tion of the engaging leg of the inner cap when the 
inner cap is fitted thereto, and the outer cylinder of 
the circuit side connector comprises: a gukJe pro- 
trusk>n formed on an inner wail close to an open end 
portion thereof, the guide protrusion being fonned 
to coaespond to the guide protrusion of the protec- 
tive cap; a guide step portion including an inclined 
portion that is inclined with respect to an axis of the 
circuit side connector, and an inner cap retaining 
portion formed at an inside of the connector and be- 
ing capable of retaining the inner cap. 

when the patient side connector with the oiner 
cap retained therein is inserted into the opening of 
the circuit side connector with the guMe pmtnjsion 
of the outer cylinder facing the gukie groove of the 
patient side connector, and then the circuitfildecon- 
nector and the patient side connector are rotated 
while being urged axially toward each other, the 
guide protrusion slkfes along the guide groove, so 
that the patient side connector is pulled into the in- 
side of the circuit side connector by a driving force 
resulting from a screw aalon by the Indlned portion 
of the guide groove, and at the same time the front 
ends of the engaging legs of the Inner cap slide 
along the Inclined portion of the guide step portion 
of the circuit side connector while rotation of the in- 
ner cap is blocked by the blocking wall of the patient 
side connector, so that a force in the axis direction 
acts on the inner cap so as to separate the inner 
cap from the patient side connector, resulting in re- 
lease of the engagenrtent between the inner cap and 
the patient side connector, and the inner cap as- 
sumes a state of being retained by the inner cap 
retaining portion of the outer cylinder. 

The connector system tor sterile connection ac- 
cording to claim 5. 
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wherein ths inner cap retaining portion of the 
circuit side connector is configured with a horizontal 
step portion provided at the innermost of the guide 
step portion, and 

when the front ends of the engaging legs of 
the inner cap contact with the horizontal step por- 
tion, the inner cap is prevented from n^ovlng in the 
axis direction toward the opening of the outer cylin- 
der so as to l9e retained in the clrcuS side connector. 

7. The connector system for sterile connection ac- 
cording to claim 5, 

wherein the inner cap retaining portion of the 
circuit side connector is configured by setting di- 
mensions ot constituting elements so that at least 
portions of the inner wall of the Inside of ttie outer 
cylinder contact with an outer circunntferentlal sur- 
face or the ring^haped portion of the inner cap or 
so that at least portions of the outer well of the in- 
ternal end portion of the inner cylinder contact with 
an inner circumferential surface of the ring-shaped 
portion of the mr»er cap, wmareby the inner cap is 
retained by the thus generated frictional force. 

8. The connector syBtem for sterile connection ac- 
cording to cialm 3, 

wherein the inner cap retaining portion of the 
protective cap is configured with a convey stripe 
f onnned on the inner wall of the inside of the protec- 
tive cap. and 

the convex stripe contacts with an outer cir- 
cumferential surface of the ring-shaped portion of 
the inner cap. so that the Inner cap is retained by 
the thiffi generated frtcUonat force. 

9. The connector system for sterile connection ac- 
cording to daim 4. 

wherein on the outer surface of the front end 
portion of the patient side connector, a convex stripe 
is formed so as to extend in the axis direction to a 
portion close to a joining portion between the guide 
groove and the circumferentiai direction step por- 
tion, and 

when the protective cap ort he circuit side con- 
nector is combined wtth the patient side connector, 
the convex stripe guides the guide protrusion of 
each of the protective cap and ttie circuit side con- 
r>ector to the guide groove. 

10. The circuit side connector used in the connector 
system for sterile connection according to claim 1 , 
comprising a double-cytinder structure in which an 
inner cylinder is fixed at one end portion of an outer 
cytlnder, the inner cylinder including an interrtalend 
portion located inside the outer cylinder and an ex- 
terr^al end portion exposed outside the outer, cylin- 
der. 
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11. The protective cap assembled member used in the 
connector system for sterile connection according 
to claim 3, comprising: 

5 the protective cap having a sulistantialty cylin- 

drical shape whose one end is dosed; and 
the Inner cap retained at an inside of the pro- 
tective cap and including a ring-shaped portion 
with a disinfectant-impregnated member sup- 

10 ported therein, 

wherein on an inner wall of the inside of the 
protective cap, an Inner cap retaining portion for re- 
taining the inner cap is fomied, 
15 the inner cap includes a plurality of engaging 

legs extending from an outer edge portion of the 
ring-shaped portion In a direction along an axis of 
the ring, and an engaging convexity is formed at 
each of the engaging legs so as to protrude inward, 
20 and 

the inner cap is retained in the Inner cap re- 
taining portion so that the f mnt ends of the engaging 
legs are directed toward an opening of the protec- 
tive cap. 

25 

12. The patient side connector used in the connector 
system for sterile connexion according to claim 3, 
comprising engaging concavities formed on an out- 
er surface of the front end portion thereof so as to 

3o allow engagement with the engaging convexities 
fonmed at the engaging legs of the inner cap. 
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